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VI. PE3IOME IIVIAHY YIIPABJIITHHA PU3NKAMU

Pesrome Ilnany ynpaBiaiHHS pu3nKaMu JUIf JJiKapCbKOIo 3aco0y
HEOTAKCEJI (MHH Paclitaxel),
KOHLEHTPAT VISl PO3YMHY s iHPy3iit

e pesrome [TYP mikapcekoro 3acooy HEOTAKCEJL, koHeHTpaT it po3uuHy ais iHQy3iid. B
I[TYPi mHaBemena petanpHa 1HQOpMAIsT OO0 BAKIMBHX PHU3UKIB JIKAPCHKOTO 3acoly
HEOTAKCEJI, koHUEHTpaT Juisi pO34MHy Il iH(DY31Hd, SKUM YMHOM Il PU3UKH MOXYTh OyTH
MiHIMI30BaHi, 1 SKMM YHHOM MOXIIMBO OTpHUMAaTH Oinbiie iH(popMalii Mpo PU3UKU Ta BIIACYTHIO
iHpopMaito mpu 3actocyBaHHi Jikapcbkoro 3acooy HEOTAKCEJL, koHIeHTpaT A7 po3unHy 1is
1HOY3i1# (BiACYTHS iH(pOpMAILis).

B incTpykuii s meguanoro 3acrocyBanus (IM3) nikapebkoro 3aco0y HEOTAKCEJL, konnenTpar
JUIST pO3UMHYy i 1HQY3id, HaBeneHa HeoOxigHa iHGOpMAaIlis IS MEIWYHUX TPAIiBHHUKIB Ta
MAIEHTIB 010 3aCTOCYBaHHS.

BaxxnuBi HOBI TTpo0JIeMHU UM 3MIHH JI0 BXK€ ICHYIOUMX OYyIyTh BKJIIOUEHI 10 OHOBIIEHOI Bepcii [IYP
nikapcbkoro 3acooy HEOTAKCEJIL, koHueHTpaT A1 po3uuHy s iHDy3iil.

I. Jlikapcbkuii 3aci0 Ta 1J151 4Oro BiH 32CTOCOBYETHCHA

HEOTAKCEJL, xoHueHTpaT mis po34uHy I 1HQY31 3apeecTpoBaHUN JUIsl TIOKa3aHb: pak
MOJIOYHOI 3aJ1034, HEAPIOHOKIITHHHUI pak JIETeHb, PaK MepPeaIMiXypoBOi 3aJ031 Ta PaK TOJOBU Ta
i (quB. IM3 U1t MOBHOTO TEKCTY MOKa3aHb). BiH MICTHTH MakiiTakces B AKOCTI AIF0Y0i PEYOBHHU
1 3aCTOCOBY€ETBCS IIIISIXOM BHYTPIIIHBOBEHHOT 1H(DY3ii.

II. Pu3uku, nos’si3aHi i3 3aCTOCYBaHHSIM JIIKAPCHKOr0 3aco0y Ta 3axoaM 3 MiHiMmizaunii a0o
MOJAJIBIIOr0 ONUCY PU3UKIB

Hwxue 3a3HaveH1 BaxJInBi pu3uku 3actocyBaHHs Jikapcbkoro 3aco0y HEOTAKCEJL, kontieHTpat
JUIST pO34MHY i 1HQY31d, a TakoXX 3alpoTOHOBAaHI 3aXOAM JJIA MiHIMI3aIlli IUX PU3HKIB Ta
MPOTIOHOBAHI  JTOCJHI/DKEHHS JUJIi  TIOJAjbIIIOT0 BUBYEHHS PHU3UKIB  JIIKAPCHKOTO  3acoly
HEOTAKCEJI, KoHIIEHTpaT AJs pO34uHYy Ui iHQY3iil.

3axoJamMM 1o MiHIMI3alil pU3UKiB, 11€HTU(DIKOBAHUX JUIs JTIKAPChKOT0 3aC00y, MOXYTb OyTH:

*  Cnemudiuna iHpopMmamis, Taka sSK 3aCTEPEKEHHS, 3aMOODKHI 3aX0Id, Ta TOpPaIH IIOJO0
MPABWJILHOTO 3aCTOCYBaHHs, HaBeaeHi B IM3 i1 MeqMYHUX MPaI[iBHUKIB Ta MAIIEHTIB

e BaxuuBi mopaju, 110 BKa3aHi Ha yIaKOBII JIIKAPCHKOTO 3aC00y

e 3aTBep/UKEHUI pPO3MIp YMAaKOBKM — KUIBKICTh Ipemnapary B YIAKOBIN, sika BHOpaHa 1100
MEPEKOHATHUCS Y TOMY, 110 Mperapar 3aCTOCOBAHUN MPABUIIBHO

e PenentypHwuii cTaTyc JIIKApChKOTO 3ac00y — CIHOCIO, SIKMM IMpenapar PO3MOBCIOKCHUN cepefl
narieHTiB (TOOTO 3a peuenToM 4u 0e3 perenty), Mo MOXE AOMOMOITH MiHIMi3yBaTH HOTO
PU3UKH.

Pa3oM 111 3aX01u CKIAIAl0Th pYMUHHI 3aX00uU 3 MIHIMI3ayii pu3uKis.
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JloaTKoBO 10 IIUX 3aXOMAIB Oe3mepepBHO BiIOYBA€ETHCS 301p Ta peryJIspHUN aHaui3 iHdopmartlii mpo
MOOIYHI peakIlii, y TOMy YHCII OIlIHKa MEePIOJUYHO OHOBJIFOBAHOTO 3BITYy 3 0€3MEKU, TAKUM YHHOM
MOXKYTh 3/1IICHEHI HeraiHi 3aX0Au BiAMOBIAHUM YUHOM. LIi 3aX0a¥ CKIIamaroTh pymuHHi 3aX00U 3
Gapmaxonaznsioy

Sxmo BaxkiuBa iH(pOpMalid, TKa MOXKE BIUIMHYTH Ha Oe3MeyHe 3aCTOCYyBaHHS JKapChKOTO 3aco0y
HEOTAKCEJI, koHIeHTpaT JUIsl pO3YHHY IS iH(Y31i 111e € HeAOCTYITHO0, BOHA BKa3aHa B PO3/L
«BIJICYTHS 1H(POPMALi» HUXKYE.

ILA. IlepeJsik BaxJIMBUX PU3MKIB Ta BiACyTHs iHopmanis

BaxxmBi pu3uKu mpu 3acToCyBaHHI npenaparty Jikapcbkoro 3aco0y HEOTAKCEJI, konnentpar
JUISE PO3YMHY IS iHPY31H — e pU3UKH, I SKUX HEOOXIiTHI CHemialbHI 3aXOAU 3 YIPaBIiHHS
PHU3UKaMH 3 METOIO MOJABIIOT0 BUBYEHHS a00 MiHIMI3alii pU3HUKY, U 0€3MEYHOT0 3aCTOCYBAHHS
npenapaty. BaxiauBi pu3MKH MOXYTh OyTH pO3IiHEHI K iAeHTH(IKOBaHI ab0 MOTEHITIHHI.
InenTrdikoBaHi pU3UKH — 1€ TPOOIEMHU, IJIsI IKUX HAasIBHI IOCTATHI JOKa31 3B’ A3KY 13 3aCTOCYBaHHSAM
npemnapary Jikapcbkoro 3acooy HEOTAKCEJI, koHueHTpat ais po3uuny s iHpy3ii. [lotenuiiini
PU3UKH — 1Ie poOIeMH, IS SKUX 3B'SI30K 13 JaHUM JIIKAPCHKUM 3aCO00M € MOJIMBHM Ha OCHOBI
HasBHUX JJAHUX, OJTHAK IIeH 3B'SI30K 1€ HE € BCTAHOBIIEHUM 1 TOTPeOYe MOAAIBIINOI OLIHKH. BifcyTHS
iHpopmanis — 1e iHdopmarlist 3 6e3MeKH JIKapchbKoro 3aco0y, fKka Ha JaHUW 4ac BIACYTHSA, 1 SKY
noTpibHo 3i0patu (TOOTO MpH AOBrOTPUBATIOMY 3aCTOCYBaHHI JIKapChKOTO 3aC00Y).

‘ Ilepeik BaxJIUBUX PU3UKIB Ta BiICYTHBOI iHpopMmamii

Baxnusi 8i0cymHi
inenTugikoBani

PHM3HUKHU

Baxausi 8i0cymHi

NOTEeHUiiHI pU3NKH

Bincyrus 8i0CcymHi
iHpopMmanis

I1.B. Pe31oMe BaKJIMBHX PH3HKIB

HesacrocoBno. Hemae BakimBux ieHTU()IKOBAaHUX PU3HKIB, MOTEHIIHUX PHU3UKIB Ta BiICYTHBOI
iHpopmanii 11 nikapeskoro 3acody HEOTAKCEJL

I1.C. IInan micasipeecTpaniiiHol po3podku

II.C.1. HocaigxeHns, Aki € yMoBaMu peecTpauii JiKapcbKOro 3acody

Hemae nocnimxens, siki € ymoBaMu peectpaii sikapeskoro 3acooy HEOTAKCEJI, konnentpar
U1 pO34MHY JUIst iH(Y3ii abo crenndiyHuX 3000B’A3aHb 111010 TaHOTO IpenapaTy

I1.C.2. Inmi nocaigskeHHs B IUIaHI micJasipeecTpaniiHoi po3pooku

Jlocmipkenns, mo HeoOxiaHo npoBectu s Jdikapebkoro 3aco0y HEOTAKCEJI, koHIeHTpaT st

po3uunHy 1 iHDYy31i BIACYTHI
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